JEKJAPAIIUA O COOTBETCTBHUHA

JEKJIAPAHT, IPEHAMAIOIHNA JEKJIAPAIINIO O COOTBETCTBHHA

AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanuzayuu: Mesicpaiionnan uncnexyun Pedepansoii nanrozoeoti cayxcbvt Ne 46 no
2. Mocxee 01.01.2008, O'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenegpor/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanenvtii dupexmop Mownoe O.A.

Hosepennoe nuyo: Knoroea I0.C., dosepennocmo 6/n om 01.12.2017

3ASIBJISIET, UTO
Aexapcmeennoe cpedcmeo: Ho-wna, pacmeop ORA HYmMpUGeHHo20 u BHYmMpuMuiiiennoz0 asedenut 20 ma/mn 2

MR, GMAYABI MEMHO20 cmekna (3), ynaxosxu KoHmypHute niacmuxossie (nodoonwt) (3), nawxu xapmonnvte, PY
Ne ITN011854/01 om 27.07.2010 (Oama 3amenvt 02.04,2018), cepun CCD224, napmun 4468 ynaxoeox, zoden
oo 01.03.2024, npouseodcmea XHHOHH 3as00 ®apmayesmuveckux u Xumuvecrkux npodyxmos 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, ko0
OKII[2 21.20.10.113, koo TH B3 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085331360 om 24.04.2019

COOTBETCTBYET TPEBOBAHHASIM

T N011854/01-020418 usm. Ne 1

AEKJIAPANIASA IIPHHATA HA OCHOBAHUU

npomoxon ucnermanuti Ne 11910 om 30.04.2019 HJ1 OO0 HI[ "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmughuxam POCC HU.DM08.C39338 om 30.04.2019

JATA [EXJIAPALIVIM 06.05.2019
EWS '?T BUTEJbLHA JO 01.03.2024
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e‘ OANNUCH O.H.O
CBEJEHVS O PETUCTPAIINIMA

OPT'AH I10 CEPTU®HKAIIHNH, SAPETHCTPHPOBABIIIHH JEKJIAPALIAIO

RA.RU.11®M08 OPTAH ITO CEPTHO®HKALIHH ITPOQVKI[HH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmeproea, . 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudchuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caiim: oyxx.pgh
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CepTRdHKaT aHaNH3A

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvolgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[MpoayxT: HO-ILIA Pacteop ns
HHBekuni, 20 Mr/mMn RUS.
25X2 mn RUS
Kox ToBapa; 16288 Kon GMID: 272600
Crtpauna-nmnoprep: Poccus
Homep cepuu: CCD22A
flata npousBoncrea: 19-MAP-2019 Hara uctedenuna cpoxa  MAP-2024
TOJHOCTH:
KonueHTtpauus: 40 Mr/ 2 Mn mpoTaBephHa
THOPOXJIOpHAA
fexapcTeeHHan PacTBOp ans nHBEKUNI
thopma:
Pasmep 1 THN 25 % 2 Mn aMnynsl Creundurkauus: ME160481 v.2.0
[YMaKOBKH:
IokazaTens Hopma PezynbTar
Onucauue I[TpospauHan 3eneHoBaTO-KENTAA COOTBETCTBYET
KHAKOCTB
COOTBETCTBYET
/IpoTaBepHHa FHAPOXI0PHA
- VD-¢cnekTpogoToMeTpus COOTBETCTBYET COOTBETCTBYET
- BIXKX COOTBETCTBYET COOTBETCTBYET
- DTaHon
-TKX COOTBETCTBYET COOTBETCTBYET
- Harpna meTabucynbdHTa/THTPOBAHHE COOTBETCTBYET COOTBETCTBYET
[Tpo3pauHocTs pacTeopa IpoaykT npoiuen HeMsITaAHHE. COOTBETCTBYET
(onanecueHmn) OnanecueHInA HCTIBITYEMOTO pacTBOpa
HE MpPEeBLILIAET ONAASCLEHLMIO 3TaNoHa |
LlgeTHoCTE pacTBOpa HeneiTyeMsli pacTBOp okpallieH He GY2
Goslee HHTEHCHBHO, YeM 3TancH GY'1
pH 3,0-50 37
BuanMble MexaHuueckue npuMecu/ COOTBETCTBYET COOTBETCTBYET

d>=10 MkM
d>= 25 MKM

[Nepnapun

npHMech
CyMma npumecei

H3pnexkaemelit 06beM

HEBHANMBIC MEXAHHYCCKHE NNPHMECH

PoncTseHHbie npaMeucy /BIXKX

EanHnuHas HeuaeHTHGHUHPOBAHHASA

HcnbiTaHKe HA NPUCYTCTRHE
OaKTepHATBHBIX IHIOTOKCHHOB

CTEpHALHOCTD

<=6000 en./ammyna
<=600 ea./amnyJta

<=0.2 (06/06)%
<=0.5 (06/06)%

<=2.0 {0b/00)%
He menee 2,0 Mn
<= 80 3E/Mn

Ipenapat cTepunen

2 en.fammyna
1 en./ammyna

<0,1 %
0,1%

0,2 %
2.1 Mn
< 5 3EMn

CTEPUJIEH
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Ceprndmkar aHanusa

SANOF1

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[ponykT: HO-UITA Pactsop ana

uHbekuui, 20 mr/mn RUS,

25X2 mn RUS
Kon Topapa; 16288 Kon GMID: 272600
Crpana-umnoprtep: Poccus
Homep cepun: CCD22A
flata nponssonctea; 19-MAP-2019 Jarta ucreueHus cpoka  MAP-2024

FORHOCTH:

KonueHTpauus: 40 mr/ 2 Mn gpoTaBepHHa

rHopoxJopHia
llekapcTBeHHan PactBop a4 nHbekuUui
thopma:
PasMmep W THI 25 % 2 Mn aMIynbl Creunduranns: MEI160481 v.2.0

NaKoBKH:

IokasaTennb Hopma PezyabTar

KonuyectBeHHoe onpeneneHne mytem 40,0 mr+/-5% / Jipotasepuu ruapoxnopus/ 2 40,4 mr/ 2 Mn
YV -cnekTpodoToMeTpUI M

Conepxumoe HaTpua MeTabucynsputa 100 Mr +/-10% / mn (90%-110%) 0,97 mrimn
Cogepxanue 3TaHoNA 66,0 Mr/mn (B nepecuete Ha aBCOMOTHBIH 63,8 Mr/mn
ataHon 63,35 mr/ma) 10 % (59,4 - 72,6
Mr/mn)

Hactosuum noareepxkaaio, YTo Bce 3TANEl MPOM3BOACTBA 3TOH CEPHH rOTOBOH MPOAYKLIAM GBITH
BBIMOJHEHBl B TMOJHOM COOTBEeTCTBHH ¢ TpeboBanusmu GMP EC u TtpeGoBanusmu
PerncrpaunoHHoro yaocToBepeHHs CTpaHbl HA3HAYEHHA.
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Ceprndukar anannia

SANOFI %

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd,
- a Sanofi company
Csanyikvolgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
MMpoayxT: HO-1UTI1A Pacteop ans

nHbeKumii, 20 mr/mn RUS.

25X2 mn RUS
Kon Tosapa; 16288 Kon GMID: 272600
Ctpauna-uMnoprep: Poccus
Homep cepuu: CCD22A
[lata nponseoncrea: 19-MAP-2019 Hata ueteuenns cpoka  MAP-2024

FOJHOCTH:

KoHueHTpauus: 40 mr/ 2 mn apotaBepHHa

THAPOXNOpHIa
UlekapcTBeHHas PacTtBop ana HHbeKUHil
tdopma:
Pa3Mep H THN 25 % 2 M1 aMnyab Cneunundmrarmn: MEI160481 v.2.0
Y IAKOBKH:

| [IpUMEYaHnl:
Pewenne oTaena ofecneyeHNa KavecTBa

PeureHne: BBIMTYUEHO
[MaTas 16-ATTP-2019 16:01
YnonanoMouenHoe THUO: dr. Mezeine Fekete Aniko

JTOT cepTHHKAT aHaNM3a OB OANKCAH EKTPOHHBIM CHOCOOOM ¢ Heronb3oBanueM LIMS.
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Banofi company
Csanylkvolgy site

Csanyikvslgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Fegistered Office: 1045 Budapest, To utca 1-5. Hungary

Mail: 1325 Budapest, P.0.Box: 110

SANOFI .

Phone: 361/505-0000 / Fax: 361/505-0005

Product Ho-spa® solution for injection, 20 mg/ml
Itenm code 16288 GMID code
Import. country OROSZORSZAG / Russia

Batch number : CCh22A

Manufacturing date: 13-MAR-2019% Expiry date :

Potency :
Dosage form :

Pack.size,type : 25x2 ml amp.

40 mg/ 2ml Drotaverin HCl
solution for injection

Specification :

272600

MAR-2024

ME160481 v.2.0

Leirds /Description

Rzonossdg/Identification

= Drotaverin / drotaverine

UV spektrofotometria /

UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)
- Etanol (GLC) / Ethanol (GLC)

= Niétrium-metbiszulfit (Titrimeria) /
Sodium-metabisulfite (Titrimetry)
Tisztasag /[ Clarity

5zin / Colour

PH / pH

Részecskeszennyezés/Particulate matter
= Lidthatd / Visible

= Szabad szemmel nem lAthatd/Invisible

Tiszta z8ldessarga folyadék/
Clear greenish-yellow liguid

Megfelel/Complies

Magfelel /Complies

Magfelel/Complies

Megfelel /Complies

Mavimum I. 8sszehasonlité oldat/
The product passes the tast

with reference I.

intenzivebb, mint GYL1/
the product Ls not more

Hem lehet
Colour of
intensive than colour of reference GYl

3.0:= 5.0

Feleljen meg / complies

»ulll pym részecske:;<=6000 db/ampulla/
Particles>=10 pm:not more than 6000/vial
»=25 um részecske;<=600 db/ampullia /
Particles>=25 pm:not more than 600/wvial

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel /Complies

Megfelel/Complies

GY2

Megfelal/Complies

2 dp/amp/vial

1 db/amp/wial
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Certificate of Analysis

%,

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
= a Sanofi company

Csanyikvdlgy site

Csanyikvdlgy, P.O.B 565 - 3510 Miskols, Hungary

Fhone: +3646/804-000

Fegistered Office: 1045 Budapest, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

Product : No-spa® solution for injection, 20 mg/ml
Item code : 16288 GMID code : 272800
Impert. country : OROSZORSZAG / Russia
Batch number : ccb22a
Manufacturing date: 19-MAR-2019 Expiry date : MAR-2024
Potency : 40 mg/ 2ml Drotaverin HCI1
Dosage form : solution for iniection
Pack.size,type : 25x%2 ml amp. Specification : ME160481 v.2.0
o o— - - N—
Vizsgilatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /

Related impurities

Liquid chromacgraphy (HPLC/UBLC)

Perparin / Perparine max.3.2 % / not more than 0.2 % 0.1 %
Ismeretlen szennyez&k egyenként / max.4.5 % / not more than 0.5 % D.1 &
single unspecified impuries

Usszes szennyezd / Total impurities max.2.0 % / not more than 2.0 % 0.2 &

Kivehetd toltettérfogat / Legalabb 2.0 ml / 2.1 ml

Extractable volume Not less than 2.0 ml

Bakteridlis endotoxin/ Kisebb mint 80 EU/ml/ <5 EU/ml

Bacterial endotoxin Not more than 80 EU/ml

Sterilitas / Sterility Steril legyen/The product is sterile B termbék steril / The product is
sterile

Hatdbanyagtartalom / Assay

UV spektrofotometria/ 40.0mg+5% drotaverin hidroklorid/2 ml/ 40.4 mg/2 ml
UV spectrophotometry 40, 0mg+h% drotaverine hydrochloride/? ml
or

Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)

Natrium-metabiszulfit tartalom Felszabaditdsi hatér: 0.97 mg/ml
{Titrimetria) / 1.00 mg*10%/ml (90%=-110%) /

Content of sodium metabisulfite At release: 1.00 mgilO%/ml (90%-110%)

{Titrimetry) Lejarati idé végi:

1.00 mg -15% — +10%/ml (85%-110%)/
At end of shelf 1life:
1.00 mg -15% - +10%/ml i85%-110%)
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Certificate of Analysis .

SANOFI

CHINCIN Pharmaceutical and Chemical Werks Private Co. Ltd.
- a Sanofi company

Csanyikvdlgy site

Csanyikvdlgy, P.0O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

Product : No-spa® sclution for injection, 20 mg/ml

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : ccD22h

Manufacturing date: 19-MAR-2019 Expiry date : MAR-2024

Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

Pack.size, type : 25x2 m)l amp. Specification : ME160481 v.2.0

SRRRRIER S S TR e ARG
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC)/ 66,0 mg/ml {ekvivalens 63.35 mg/ml 63,8 mg/ml

Content of ethanol [GLC} abszoldt etanollal)£10%

(59.4-72.6 mg/ml}/

66.0 mg/ml {equivalent to 63.35 mg/ml
of absolute ethanol)+10%

{59.4-72.6 mg/ml)

I hereby certify that all the manufacturing stages of this batch of finished

product have been carried cut in full compliance with the GMP requirements of the EU and with the requirements of
the Marketing AButhcrisation (S}

of the destination country/countries.

robooe

Megjegyzés / Comment

R A e T T A Y P T TP
ki e S e e VS VPt el

QA decision
Dacision : FELSZABADITVA / RELEASED
Date : 16=APR-2019 16:01
Qualified person : dr. Mezeiné Fekete Aniké

This Certificate of Analysis has been electronically signed Erom a validated LIMS,
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